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DETAILED ACTION 

The final rejection mailed 09/17/2004 has been vacated and a new Non-final 
office' action follows: 

Claim Rejections -35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-14 and 55-59 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The specification des not contain 
the terminology "generally stationary". Because the term "generally" is defined as 
"usually" or "in disregard of specific instances and with regard to the overall picture", this 
recitation means that there could be specific "unusual" instances where the cutting edge 
is not stationary within the hammer head opening. The specification states that the 
"cutting edge 144 is formed on an inner wall" and the figures show an integral cutting 
edge that would not be capable of any movement. Therefore, since the term generally 
is being interpreted to mean that there could be some movement, which is not disclosed 
by Applicant's specification, this term is being considered new matter. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 5-8, 10, 12, 13, 14, 55 and 56 are rejected under 35 U.S.C. 102(b) as 
being anticipated by U.S. Patent No. 5,643,289 to Sauer et al. 

Sauer discloses a crimping and cutting device comprising a hammer head (26) 
having a first side and an opposite second side, and a ferrule engaging edge (FIG. 8) 
located on the second side; a tip having a distal end and a proximal end (16), the tip 
having a hammer head opening for receiving the hammer head (FIG. 8), the hammer 
head opening extending from the distal end of the tip to the proximal end of the tip, the 
tip further having a ferrule accepting opening near the distal end of the tip (FIG. 8 
securing member 100), and a generally stationary cutting edge within the hammer head 
opening, the cutting edge located proximally of the ferrule accepting opening (blade 30), 
a handle assembly having a trigger (FIG. 1 handle 12), wherein activation of the trigger 
draws the hammer head proximally within the tip (handle member 48). The device 
further comprises an adjustment screw within the handle assembly, wherein a length of 
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a central rod connecting the hammer head to the handle assembly is adjustable by the 
adjustment screw (pin 65), wherein the hammer head further comprises a first camming 
surface located on the first side of the hammer head and the tip comprises a second 
camming surface near the distal end of the tip and opposite the ferrule accepting 
opening (FIGS 8 and 9), wherein the movement of the hammer head in a proximal 
direction directs the hammer head towards the ferrule accepting opening (FIG. 9), 
wherein the first camming surface and the second camming surface abut flushly when 
the hammer head is at the distal end of the tip, wherein the first camming surface does 
not abut the second camming surface when the hammer head is pulled proximally of the 
ferrule accepting opening, wherein the tip further comprises an aperture between the 
distal end and the proximal end of the tip, the cutting edge located distally of the 
aperture (FIG. 9). Sauer discloses a suture loading assembly for threading suture 
material through a surgical instrument, the suture loading assembly comprising: a body, 
an attaching member extending from the body for attaching the body to the surgical 
instrument; and, a flexible extending from a distal end of the body (Column 7 lines 1- 
21). 

Claims 1-10, 12, 55 and 56 are rejected under 35 U.S.C. 102(e) as being 
anticipated by U.S. Patent No. 6,641 ,592 to Sauer et al. 

Regarding claim 1, Sauer discloses a crimping and cutting device comprising: a 
hammer head (134) having a first side and an opposite second side, and a ferrule 
engaging edge located on the second side (FIG. 16A); a tip (106) having a distal end 
and a proximalend, the tip having a hammer head opening for receiving the hammer 
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head (128), the hammer head opening extending from the distal end of the tip to the 
proximal end of the tip, the tip further having a ferrule accepting opening (1 38) near the 
distal end of the tip, and a generally stationary cutting edge within the hammer head 
opening (144), the cutting edge located proximally of the ferrule accepting opening. The 
hammer head further comprises a first camming surface (134a) located on the first side 
of the hammer head and the tip comprises a second camming surface (128a) near the 
distal end of the tip and opposite the ferrule accepting opening (claim 2). Movement of 
the hammer head in a proximal direction directs the hammer head towards the ferrule 
accepting opening (FIG. 16B and 16C) (claim 3). The second camming surface forms a 
wall of the hammer head opening and flares outwardly towards the distal end of the tip 
(FIG. 16A) (claim 4). The first camming surface and the second camming surface abut 
flushly when the hammer head is at the distal end of the tip (FIG. 16A) (claim 5). The 
first camming surface does not abut the second camming surface when the hammer 
head is pulled proximally of the ferrule accepting opening (FIG. 16D) (claim 6). The tip 
further comprises an aperture (128b) between the distal end and the proximal end of the 
tip, the cutting edge (144d) located distally of the aperture (FIG 16A) (claim 7). Proximal 
movement of the hammer head within the tip causes the ferrule engaging edge of the 
hammer head to contact the cutting edge after the hammer head has past the ferrule 
accepting opening of the tip (FIGS 16A-16F) (claim 8). The tip comprises a distal end 
outer diameter and a proximal end outer diameter, wherein the outer diameter of the 
distal end is greater than the outer diameter of the proximal end (FIG 16A) (claim 9). A 
handle assembly having a trigger (116), wherein activation of the trigger draws the 
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hammer head proximally within the tip (Column 14 lines 26-33) (claim 10). An 
adjustment screw within the handle assembly, wherein a length of a central rod 
connecting the hammer head to the handle assembly is adjustable by the adjustment 
screw (Column 12 lines 43-65) (claim 12). 

Sauer discloses a method of securing suture material using a crimping and 
cutting device, the method comprising: threading the suture material through a ferrule in 
the device (FIG 16D suture material 156); moving a hammer head proximally through a 
tip of the device to crimp the ferrule (FIGS. 16A-16F); continuing to move the hammer 
head proximally after the ferrule has been crimped entrapping the suture material within 
the ferrule (FIG. 16E); abutting the hammer head against a cutting edge within the tip 
(FIGS. 16D-16F), capturing the suture material therebetween; and, applying pressure 
with the hammer head against the cutting edge until the suture material is cut (FIG. 
16E) (claim 55). Moving the hammer head proximally comprises squeezing a trigger on 
a handle assembly of the crimping and cutting device (Column 14 lines 26-33) (claim 
56). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sauer et 
al. '289 in view of U.S. Patent No. 5,839,639 to Sauer et al. 

Sauer '289 discloses the claimed invention except for the safety button. Sauer 
'639 teaches that a safety button is provided to prevent premature firing of the anvil 
assembly (Column 4 lines 27-46 and Column 6 lines 35-48). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
provide the device of Sauer '289 with the safety button of Sauer '639 in order to prevent 
premature firing of the hammer (anvil) element. 

Claim 57 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sauer et 
al. '592 in view of U.S. Patent No. 5,839,639 to Sauer et al. 

Sauer '592 discloses the claimed invention except for the safety button. Sauer 
'639 teaches that a safety button is provided to prevent premature firing of the anvil 
assembly (Column 4 lines 27-46 and Column 6 lines 35-48). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
provide the device of Sauer '592 with the safety button of Sauer '639 in order to prevent 
premature firing of the hammer (anvil) element. 

Claims 58-59 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sauer et al. '592 in view of Sauer '289. 

Sauer '592 discloses the claimed invention except for the methods of claims 58- 
59 in which a flexible loop is used to thread the suture through the ferrule, the loop 
comprising a sliding suture assembly. 
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Sauer '289 disclose a flexible loop used to thread the suture through the ferrule, 
the loop comprising a sliding suture assembly to thread the suture through the aperture 
of the device (Column 7 lines 1-21). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to provide the device of Sauer '592 
with the flexible loop sliding suture assembly of Sauer '289 to thread the suture through 
the aperture of the device. 

Response to Arguments 

Applicant's arguments filed 03/03/2006 have been fully considered but they are 
not persuasive. 

As already discussed above, the term "generally" is defined as "usually" or "in 
disregard of specific instances and with regard to the overall picture", and this recitation 
implies that there could be specific "unusual" instances where the cutting edge is not 
stationary within the hammer head opening. Therefore, the term "generally stationary" 
is being interpreted to mean that there could be some movement. The prior art shows 
devices that have cutting edges that are actuated to move in order to cut the suture. 
However, these cutting edges are considered to be stationary between uses. For 
example, a bullet train at a rest position, e.g. stopped at the station, is considered to be 
stationary. Furthermore, because the examiner is considering the prior art to disclose 
the generally stationary cutting edge to be the cutting edge at its location during the rest 
position, the cutting edge is also located proximal the opening, not distal. The cutting 
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edge is located distal only when the cutting edge is being actuated to cut the suture, 
and it is not distal when it is in the rest position. 
The rejections are deemed proper. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 





